CA 15-3-CHECK-1

Quantitative determination of Cancer Antigen 15-3 CA 15-3)
in whole blood, plasma or serum samples
FOR EASY READER® OR EASY READER+® USE ONLY
Ref.: 68091 (20 tests) & Ref.: 68091-10T (10 tests)

I- PRINCIPLE

Breast cancer is the most common life-threateniadjgmant
lesion in women of many developed countries today (
Around half of these newly diagnosed patients aoeen
negative, however 30% of these cases progress tastatc
disease. There are a number of tumor markers #mahelp to
identify and diagnose which breast cancers will &e
aggressive disease or which ones will have an @matause
(2,3, 4).

Among them, CA 15-3, which is an epitope of thetgiro
antigen encoded by the breast cancer MUC1 gettlee imost

frequently used marker in the management of ineasiv

metastatic breast cancer (5).

It correlates well with the extend of disseminatedmmary
carcinoma (6) and with therapeutic response touewalthe
disease progression or recurrence (7).

The CA 15-3-CHECK-1 test is a rapid quantitativeagsfor
the detection of CA 15-3 in serum, plasma or whaleod.

The method employs a unique combination of monaidye
conjugate and polyclonal solid phase antibodigdeatify CA

15-3 in the test samples with a high degree ofifipieg.

As the test sample flows through the absorbentceéevihe
labelled antibody-dye conjugate binds to the CA31ferming
an antibody-antigen complex. This complex bindshe anti-
CA 15-3 antibody in the positive reaction zone (@)d
produces a pink-rose colour band.

In the absence of CA 15-3, there is no line in plositive
reaction zone (T). The reaction mixture continuksvihg

through the absorbent device past the reaction £dhend
control zone (C).

Depending on the CA 15-3 concentration level, défe lines
of different intensities will appear on the readimgndow
allowing the quantitative measurement of CA 15-Fwiised
in combination with the VEDALAB's rapid test reader

[I- CA 15-3-CHECK-1 KIT COMPONENTS
Each kit contains everything needed to performrl2Qotests.
1- CA 15-3- CHECK-1 reaction devices: 10 20

2- Disposable plastic pipettes: 10 20
3- Diluent in a dropper bottle: 25mL 5mL
4- Instruction leaflet: 1 1

5- Controls (Optional):
Positive control (ref. V6800) and Negative control

(ref. V6801) a freeze-dried preparation of a non-infectious

compound in diluted human serum, tested and foauative
for anti-HIV, anti-HCV and HBs antigen, containifig05 %
sodium azide is optionally available as a positivel negative
control (1x 0.25 mL). The concentration range giéated on
the vial label.

Ill- STORAGE AND STABILITY

1- All CA 15-3-CHECK-1 kit components including agral
controls before reconstitution should be stored r@m
temperature (+4°C to +30°C) in the sealed pouch.

2- Do not freeze the kit

3- The CA 15-3-CHECK-1 kit is stable until the expdate
stated on the package label.

IV- PRECAUTIONS

1- This test is designed foim vitro diagnostic use and
professional use only.

2- Read carefully the instructions before using thst.

3- Handle all specimens as if they contained indest agents.
When the assay procedure is completed, disposgeafraens
carefully after autoclaving them for at least oneumh
Alternatively, they can be treated with 0.5% to &étution of
sodium hypochlorite for one hour before disposal.

4- Wear protective clothing such as laboratory €oand
disposable gloves while assaying samples.

5- Do not eat, drink or smoke in the area whereigpens and
kit reagents are handled.

6- Avoid any contact between hands and eyes or dosag
specimen collection and testing.

7- Do not use beyond the expiry date which appearshe
package label.

8- Do not use a test from a damaged protective paap

V- SPECIMEN COLLECTION AND PREPARATION

1- CA 15-3-CHECK-1 test is to be performed on hursarum,
plasma or whole blood.

2- The specimen should be collected under the atdnd
laboratory conditions (aseptically in such a wayt@asavoid
haemolysis).

3- If anticoagulant is needed, only citrate, EDTA pheparin
should be used.

4- Each specimen should be treated as if potentrekctious.

5- Whole blood samples should be tested immediately
(< 4 hours). Finger prick samples should be assayed just
after collection.

6- If the test is to be run within 48 hours aftetlection the
specimen should be stored in the refrigerator (#2°€8°C). If
testing is delayed more than 48 hours, the specshenld be
frozen. The frozen specimen must be completely ¢daw
thoroughly mixed and brought to room temperaturierpto
testing. Avoid repeated freezing and thawing.

7- In case of cloudiness, high viscosity or preseraf
particulate matter into the serum specimen, it khbe diluted
with equal volume (V/V) of negative specimen beftasting.
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VI- ASSAY PROCEDURE
IMPORTANT : Switch the reader on and allow it to warm up forat least 30 minutes before performing any measuremes.

a) Controls testing

- Wait for 15 minutes after the freeze-dried cohtv@s been reconstituted and mix well few secoNdstéx).

- Add the requested volume (25uL) with pipette (disposable tips)into the sample well of the cassette and procedtld same
way as for a patient’s sample.

- The expected concentration leved (U/mL ) is indicated on the vial label and obtained resuist match the indicated value. The
concentration level can change slightly dependim¢gpbnumber.

- The reconstituted vial should be kept at +2°C ta-8°C and should be used within 7 days after recoriition .

b) Samples testing

Follow the below instructions or refer to the piatei n°1.

1- Allow samples and CA 15-3-CHECK-1 test deviaesdame to room temperature prior to testing.

2- Remove the reaction device from its protectivapper by tearing along the split.

3- Label device with the patient’s nhame or contnainber.

4- Fill the serum dropper with specimens (serurplasma) and by holding it vertically, dispense dnep (25 pL) into sample well.
If the whole blood is used, dispense two dropspBpinto the sample well’¥) and wait for the blood sample to be completely
absorbed before adding diluent

5- Hold the diluent vial vertically and slowly adstactly 4 drops of diluent (150 pL) in the sampklwl>) with an interval of 2-3
seconds between each drop.

6- Read the resufin IU/mL ) after 10 minutes either using the immediate amtdown reading mode (see corresponding leaflet).

For general instructions describing how to useMB®ALAB'’s rapid test readers, refer to correspongieafiet.

1. Add 1 drop b 3. Place
of serum or ; 4 into meter.
plasma
or 2 drops of
blood.

2. Add 4 drops
of diluent.

Picture n°1

VII- PERFORMANCES CHARACTERISTICS

a) Linearity

The measuring range is 5 — 200 1U/mL.

For CA 15-3 concentration below 5 IU/mL, the result be given as “< 5 IU/mL".

For CA 15-3 concentration over 200 1U/mL, the réesull be given as “> 200 IU/mL".

For samples whose concentration is higher thanl@0@L, dilute with saline and repeat the assay @sipstructions of Part. VI. In
that casethe obtained concentration must be multiplied by lte dilution factor in order to get the right value: for example, the
concentration value obtained from a 10 times (1 vame of sample + 9 volumes of saline) diluted sampteust be multiplied by
10 to get the sample CA 15-3 level before dilution.

b) Accuracy
A study has been performed using serum samplegeldtérom dilutions of CA15-3 W.H.O. internal reéemce. Covering a range of 0
to 200 IU/mL, optical densities expressed as atfan®f CA15-3 concentrations are described byofeihg polynomial curve:

Y = 10.10+ 3.81x — 0.01x2 (r = 0.987)

The results show a good correlation (r > 0.98hefvalues obtained with CA 15-3-CHECK-1 on VEDALABeaders.
c) Sensitivity

Concentrations close to 2.5 IU/mL are detected Ay16-3-CHECK-1 test. In these cases, results vélténdered as “<5 IU/mL".
Levels higher than 35 IU/mL are generally consideas abnormal values.
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d) Precision

A comparative study was performed using a panell®f
human sera preassayed either on Roche Cobas EChiA
Biomerieux Mini-Vidas analysers and another panél o
26 human sera preassayed on Biomerieux Mini-Vidas
analyser. Results showed an overall coefficientafelation

of 95.9% (Cl 95% [93-98])* between CA 15-3-CHECK-1
guantitative rapid tests and EIA methods.

*Cl 95% : 95% confidence interval.

e) Intra-assay reproducibility

Within run precision was evaluated using 25 repdisaof 3
samples containing 20, 80 and 160 IU/mL of CA 158
serial dilutions of a preassayed serum sample.

The obtained CVs (coefficient of variation) werespectively
equal to 17, 14.2 and 9.7%.

f) Inter-assay reproducibility

Inter lot reproducibility was evaluated using theseum samples
containing 26.4, 54 and 78.1 ng/mL of CA 15-3 refipely and
using 3 lots of CA 15-3-CHECK-1. The obtained CVs
(coefficient of variation) are 11%, 6.7% and 3.68$pectively.

g) Hook effect
No hook effect was observed up to an CA 15-3 camaton
of 5,000 1U/mL.

h) Expected values
Healthy women are expected to have CA 15-3 valgdavwb
35 IU/mL.

i) Interferences

1. Bilirubin: negative and positive spiked serum samples with
0.3 g/L of bilirubin showed repeatedly negative, waak strong
positive results.

2. Haemoglobin: negative and positive spiked serum samples
with 5 g/L of haemoglobin showed repeatedly negativegk and
strong positive results.

3. Triglycerides: negative and positive spiked serum samples
with 15 g/L of triglycerides showed repeatedly negatiweak
and strong positive results.

VIIl- LIMITATIONS

1- As for any diagnostic procedure, the physicidoutd
evaluate data obtained by the use of this tesght bf other
clinical information.

2- Some serum specimens with high rheumatoid fa@d®ér)
concentration may yield non-specific positive réswuduring
testing. Such cases should be identified befotates

3- The test is designed to eliminate the potemit@drference
of human antibodies to murine IgG (HAMA). Howevegtn
level of HAMA could give falsely positive results.

4- Use only fresh whole blood samples (< 4 hours) when
test is performed with blood samples. Finger pricksamples
should be assayed just after collectian

5- Samples demonstrating gross haemolysis or tunbidy
should not be used with this test.

6- This format of test is to be only used with VED¥B rapid
test readers.

7- If the reading time (10 minutes) is not strictlyspected,
wrong results will be obtained.

8- This format of test should not be used for Visaading.

9- As it is true for any diagnostic method or fonya
measurements through analysers, there is a vatyabfl the

obtained result. Therefore, a confidence range /of25%

should be considered for the final value and fa ¢finical

significance of the result.

10-Do not use the reader for measurements befdeasit 30
minutes warm-up after having switched on.
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Read the instructions Forinvitro

before use IVD diagnostic use

Temperature @ Do not reuse
o limitations

Manufacturer

L

Manufactured by VEDALAB - France
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